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Title  42 — Public  Health 

CHAPTER  I— PUBLIC  HEALTH  SERV¬ 
ICE,  DEPARTMENT  OF  HEALTH, 
EDUCATION,  AND  WELFARE 

SUBCHAPTER  D— GRANTS 

PART  54a— GRANTS  FOR  ALCOHOL 
ABUSE  AND  ALCOHOLISM  PRE¬ 
VENTION,  TREATMENT,  AND  RE¬ 
HABILITATION  SERVICES,  AND  NA¬ 
TIONAL  ALCOHOL  RESEARCH  CEN¬ 
TERS 

Subpart  E — Grants  for  National 
Alcohol  Research  Centers 

AGENCY:  F*ublic  Health  Service, 
HEW. 

ACTION;  Final  regulations. 

SUMMARY:  These  final  regulations 
add  new  rules  concerning  grants  for 
National  Alcohol  Research  Centers  in 
order  to  implement  section  504  of  the 
Comprehensive  Alcohol  Abuse  and  Al¬ 
coholism  Prevention,  Treatment,  and 
Rehabilitation  Act  of  1970  as  amend¬ 
ed.  Section  504  authorizes  the  Secre¬ 
tary  to  designate  National  Alcohol  Re¬ 
search  Centers  for  long-term  interdis¬ 
ciplinary  research  on  alcoholism  and 
other  alcohol  problems  and  to  make 
grants  to  such  Centers.  The  regula¬ 
tions  set  forth  requirements  for  apply¬ 
ing  for,  receiving,  and  administering 
Alcohol  Research  Center  grants. 

EFFECTIVE  DATE:  These  final  regu¬ 
lations  are  effective  March  23,  1979, 

FOR  FURTHER  INFORMATION 
CONTACT: 

Dr.  Albert  Pawlowski,  Chief,  Nation¬ 
al  Research  Centers  Branch,  Divi¬ 
sion  of  Extramural  Research,  Na¬ 
tional  Institute  on  Alcohol  Abuse 
and  Alcoholism,  Alcohol,  Drug 
Abuse,  and  Mental  Health  Adminis¬ 
tration,  Parklawn  Building,  Room 
16-C-26.  5600  Fishers  Lane,  Rock¬ 
ville.  Maryland  20856,  Phone:  301/ 
443-4223. 

SUPPI.EMENTARY  INFORMATION: 
Section  504  of  the  Comprehensive  Al¬ 
cohol  Abuse  and  Alcoholism  Preven¬ 
tion.  Treatment,  and  Rehabilitation 
Act  of  1970  as  amended  (42  U.S.C. 
4588)  authorizes  the  Secretary  to  des¬ 
ignate  National  Alcohol  Research  Cen¬ 
ters  for  long-term  interdisciplinary  re¬ 
search  on  alcoholism  and  other  alco¬ 
hol  problems  and  to  make  grants  to 
such  Centers  (not  to  exceed  $1,000,000 
to  any  one  Center  in  a  year). 

Interim  final  regulations  setting 
forth  the  requirements  for  applying 
for.  receiving,  and  administering  Alco- 


RULES  AND  REGULATIONS 

hoi  Research  Center  grants  were  pub¬ 
lished  on  April  4,  1978  (43  FR  14276). 

Interested  persons  were  invited  to 
submit  written  comments,  suggestions, 
or  objections.  The  final  regulations  set 
forth  below  reflect  consideration  of 
public  comments  received  on  the  inter¬ 
im  final  regulations. 

Discussion  of  Comments 
PROGRAM  requirements 

Comment:  One  commenter  suggested 
that  §  54.505(f)  of  the  interim  final 
regulations,  which  requires  that  appli¬ 
cants  for  Alcohol  Research  Center 
grants  have  the  capacity  to  conduct 
courses  and  research  on  alcohol  prob¬ 
lems  for  undergraduate  students,  grad¬ 
uate  students,  medical  and  osteopathic 
students,  and  physicians,  be  amended 
to  require  that  “courses  conducted 
•  •  •  also  include  members  of  the  be¬ 
havioral  disciplines  'such  as  social 
workers  and  •  •  •  psychologists.” 

Responsp  §  54a.505(f)  of  the  interim 
final  regulations  simply  sets  forth  the 
requirements  of  section  504(a)(1)(E)  of 
the  Act.  The  Secretary  has  no  authori¬ 
ty  to  modify  this  requirement.  It 
should  be  noted,  however,  that  the 
term  “undergraduate  and  graduate 
students”  is  very  broad  and  clearly  in¬ 
cludes  students  of  behavioral  disci¬ 
plines  such  as  social  work  and  psychol¬ 
ogy.  In  addition,  §54a.505(d),  which 
requires  that  applicants  have  the  facil¬ 
ities  and  personnel  to  provide  training 
in  the  prevention  and  treatment  of  al¬ 
coholism  and  other  alcohol  problems, 
is  also  sufficiently  broad  to  encompass 
training  in  the  behavioral  disciplines. 

Comment.  Another  commenter  rec¬ 
ommended  that  §  54a.505  and  §  54a.506 
be  revised  to  require  that  applicants 
for  Alcohol  Research  Center  grants 
have  (1)  the  capacity  to  disseminate 
research  findings  and  promote  re¬ 
search  utilization,  and  (2)  plans  for 
doing  so. 

Response:  The  Secretary  shares  the 
commenter's  concern  that  findings  by 
Alcohol  Research  Centers  be  appropri¬ 
ately  and  effectively  disseminated. 
The  National  Institute  on  Alcohol 
Abuse  and  Alcoholism  (NIAAA),  which 
administers  the  Alcohol  Research 
Centers  program,  is  currently  explor¬ 
ing  improved  methods  and  systems  for 
the  dissemination  of  alcohol  research 
findings  both  to  professionals  in  the 
research,  treatment,  and  prevention 
fields  and  to  the  general  public.  In  the 
past,  such  findings  have  been  made 
available  through  published  proceed¬ 
ings  of  NIAAA-sponsored  workshops 
and  conferences,  publications  of 
N I  AAA’s  National  Clearinghouse  for 
Alcohol  Information  (“Information 
and  Feature  Sen^ice”  and  “Alcohol 
and  Research  World”),  and  special  tri¬ 
ennial  reports  from  the  Secretary  to 
the  Congress  (as  required  by  section 
102(2)  of  the  Act). 


Comment'  One  commenter  recom¬ 
mended  deletion  of  §54a.505(b).  which 
requires  that  an  applicant  have  availa¬ 
ble  to  it  staff,  facilities,  and  other  re¬ 
sources  with  which  to  carry  out  the 
objectives  of  the  program  it  proposes. 
The  commenter  stated  that  if  an  insti¬ 
tution  already  has  such  resources,  it 
has  no  reason  to  apply  for  a  grant  and 
§  54a.505(b)  is,  therefore,  “useless”. 

Response:  §  54a.504(c)(l)  requires 
that  each  application  for  a  Center 
grant  set  forth  in  detail  the  personnel, 
facilities,  and  other  resources  current¬ 
ly  available  to  the  applicant  with 
which  to  initiate  and  maintain  the 
proposed  Center  program.  The  pur¬ 
pose  of  §54a.505(b)  is  to  ensure  that 
each  grant  award  is  conditioned  on 
(among  other  factors)  a  determination 
that  the  resources  available  to  the  ap¬ 
plicant  at  the  time  the  application  is 
submitted,  together  with  Alcohol  Re¬ 
search  Center  crant  funds  if  awarded, 
will  in  fact  be  sufficient  to  carry  out 
the  program  the  applicant  proposes. 
No  change  is  made  in  the  regulations. 

APPLICATION  CONTENT 

Comment:  One  commenter  recom¬ 
mended  that  §  54a.504(c)(l).  which  re¬ 
quires  that  applications  for  Alcohol 
Research  Center  grants  set  forth  in 
detail  the  personnel,  facilities,  and 
other  resources  with  which  to  initiate 
and  maintain  the  proposed  Center 
program,  be  revised  to  require  that  an¬ 
ticipated  increases  or  expansion  in 
these  resources  over  the  five-year  proj¬ 
ect  period  also  be  set  forth  in  the  ap¬ 
plication. 

Response.  §  54a.504(c)(9)  requires 
that  applications  also  include  a  list  of 
“other  anticipated  sources  of  support 
for  all  research  activities  at  the  appli¬ 
cant  institution,  both  planned  and  on¬ 
going.  relevant  to  alcoholism  and 
other  alcohol  problems”.  The  Secre¬ 
tary  believes  this  requirement  suffi¬ 
cient  to  obtain  a  picture  of  potential 
increases  in  resources  by  applicant  in¬ 
stitutions.  Therefore,  no  change  is 
made  in  the  regulations. 

GRANT  AWARD  CRITERIA 

Comment:  One  commenter  noted 
that  §  54a.506(a)(2)  requires  the  Secre¬ 
tary  (in  awarding  grants)  to  take  into 
account  the  significance  of  the  pro¬ 
posed  program  to  the  goals  of  the  Na¬ 
tional  Alcohol  Research  Centers  pro¬ 
gram  and  asked  if  there  has  been  a 
statement  of  the  goals  of  the  program 
which  can  guide  the  Secretary  in 
making  this  judgment. 

Response:  The  goal  of  the  Alcohol 
Research  Centers  program  is  long¬ 
term  interdisciplinary  research  on  al¬ 
coholism  and  other  alcohol  problems. 
This  goal  Is  specified  by  statute  and 
elaborated  in  program  guidelines 
issued  in  April  1977.  However,  on 
review,  the  Secretary  believes  the 
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intent  of  §  54a.506(a)(2)  of  the  interim 
final  regulations  is  accomplished  by 
§54a.506<a)  itself,  which  states  that 
grants  may  be  awarded  to  applicants 
with  proposed  programs  which  will,  in 
the  judgment  of  the  Secretary,  best 
promote  the  purposes  of  section  504  of 
the  Act,  taking  into  consideration  fac¬ 
tors  subsequently  listed.  Therefore, 
§  54a.506(a)(2)  as  it  appeared  in  the  in¬ 
terim  final  regulations  is  deleted  from 
subpart  E  set  forth  below  and  the  sub¬ 
sections  of  §  54a.506(a)  renumbered  ac¬ 
cordingly. 

OTHER 

Comment  One  commenter  noted 
that  the  interim  final  regulations  fail 
to  “give  direction”  to  the  role  of  ap¬ 
plied  research  and  the  interrelation¬ 
ship  between  applied  and  basic  re¬ 
search. 

Response:  The  role  of  applied  re¬ 
search  and  the  interrelationship  be¬ 
tween  applied  and  basic  research  are 
issues  beyond  the  scope  of  these  regu¬ 
lations. 

Comment  One  commenter  ex¬ 
pressed  disappointment  that  the  inter¬ 
im  final  regulations  “placed  such 
undue  emphasis  on  the  physiological 
and  biomedical  aspects  of 
alcohol  •  •  •  abuse”  and  urged  study 
of  “the  whole  person  including  his 
social,  cultural,  and  interpersonal 
characteristics.” 

Response:  The  clear  statutory  pur¬ 
pose  of  the  Alcohol  Research  Centers 
program  is  long-term,  interdisciplinary 
research  into  alcoholism  and  other  al¬ 
cohol  problems.  The  Interim  final  reg¬ 
ulations  conveyed  this  intent  at  every 
pertinent  point.  Specifically,  §54a.502 
defined  “National  Alcohol  Research 
Center”  as  an  institution  engaged  in 
interdisciplinary  research;  §54a.504(a) 
required  applicants  to  have  the  experi¬ 
ence  or  capability  to  conduct  such  re¬ 
search  through  “biomedical,  behavior¬ 
al,  social,  and  related  disciplines”;  and 
§  54a.S06(a)(4)  conditioned  grant 
awards  on  the  extent  to  which  the  var¬ 
ious  components  of  the  proposed  re¬ 
search  program  would  be  coordinated 
into  an  interdisciplinary  effort  within 
the  Center.  No  emphasis  on  the  bio¬ 
medical  and  physiological  aspects  of 
alcohol  abuse  is  apparent  in  these  sec¬ 
tions.  nor  was  any  intended. 

Comment  One  commenter  noted 
that  the  interim  final  regulations  do 
not  indicate  the  existence  of  an 
“appeal  procedure”  (presumably  for 
grant  applicants  whose  applications 
are  not  approved)  and  urged  that  if 
such  a  procedure  does  not  exist  at 
present  it  be  established. 

Response:  This  request  for  the  estab¬ 
lishment  of  an  appeals  process  for 
grant  applicants  whose  applications 
are  not  approved  is  beyond  the  scope 
of  these  regulations.  It  is  noted  that 
grantees  receiving  grants  under  these 


regulations  may,  under  42  CFR 
§50.401-50.504  and  45  CFR  Part  16. 
appeal  certain  adverse  determinations 
made  by  the  grantor  agency. 

TECHNICAL  REVISIONS 

Subparts  A,  B,  and  D  of  part  54a 
were  promulgated  September  11,  1978 
(43  FR  40386).  Subpart  A.  which  ap¬ 
plies  to  most  grants  authorized  by  the 
Act  (including  Alcohol  Research 
Center  grants),  defines  many  terms 
used  in  part  54a  and  calls  attention  to 
the  requirements  of  Federal  nondis¬ 
crimination  and  confidentiality  laws. 
Therefore,  those  provisions  of  the  in¬ 
terim  final  regulations  on  Alcohol  Re¬ 
search  Center  grants  which  covered 
these  same  points  are  no  longer  neces¬ 
sary  and  have  been  deleted  from  sub¬ 
part  E  as  set  forth  below. 

Specifically,  definitions  of  “Act,” 
“Council,”  “Secretary,”  “nonprofit,” 
“project  period,”  and  “budget  period” 
have  been  deleted  from  §  54a.502. 
They  now  appear  at  §  54a.  102.  In  addi¬ 
tion,  §  54a.509  (Nondiscrimination)  and 
§54a.510  (Confidentiality  of  patient 
records)  have  been  deleted.  These  re¬ 
quirements  now  appear  at  §  54a.  103 
and  §  54a.  104. 

On  August  2, 1978  (43  FR  34076),  the 
Secretary  promulgated  regulations  es¬ 
tablishing  uniform  requirements  for 
the  administration  of  all  Department 
grants  (45  CPU  Part  74).  A  number  of 
provisions  set  forth  in  the  interim 
hnal  regulations  on  Alcohol  Research 
Center  grants  are,  therefore,  unneces¬ 
sary  and  have  been  deleted  from  sub¬ 
part  E  set  forth  below.  Specifically, 
§54a.507  (Payments).  §54a.513  (Appli¬ 
cability  of  45  CFR  Part  74),  §  54a.514 
(Progress  and  fiscal  records  and  re¬ 
ports).  §54a.515  (Grantee  accountabil¬ 
ity).  and  §54a.516  (Publications  and 
copyrights)  have  been  deleted. 

The  subsections  of  subpart  E  have 
been  renumbered  as  necessary  to  ac¬ 
commodate  these  deletions. 

§  54a.503(b)  has  been  revised  to  refer 
to  the  Northern  Mariana  Islands.  This 
revision  makes  the  regulations  consist¬ 
ent  with  Pub.  L.  94-241  (48  U.S.C. 
1681)  which  approves  the  covenant  to 
establish  a  Commonwealth  of  the 
Northern  Mariana  Islands  and  makes 
the  Comprehensive  Alcohol  Abuse  and 
Alcoholism  Prevention,  Treatment, 
and  Rehabilitation  Act  as  amended  ap¬ 
plicable  to  the  Northern  Mariana  Is¬ 
lands  as  it  is  applicable  to  Guam. 

Accordingly,  the  interim  regulation 
amending  part  54a  of  Title  42  CFR  to 
add  a  new  subpart  E  is  finalized  as  set 
forth  below. 

Dated:  January  26. 1979. 

Julius  B.  Richmond, 
Assistant  Secretary  for  Health. 

Approved:  March  15. 1979. 

Joseph  A.  Califano,  Jr., 

Secretary. 


Accordingly,  42  CFR  Part  54a  is 
amended  by  adding  the  new  Subpart  E 
set  forth  below: 

Subpgrt  E — Grants  for  Notional  Alcohol 
Rotoorch  Contort 

54a.501  Applicability. 

54a.S02  Definitions. 

54a.503  Eligibility. 

54a.504  Application. 

54a.505  Program  requirements. 

54a.506  Grant  awards. 

54a.507  Expenditure  of  grant  funds. 

54a.508  Human  subjects. 

54a.509  Animal  welfare. 

54a.510  Additional  conditions. 

Authority:  Sec.  504,  90  Stat.  1035  (42 
U.S.C.  4588). 

§  54a.501  Applicability. 

The  regulations  in  this  subpart 
apply  to  grants  to  develop,  establish, 
and  support  centers  for  interdisciplin¬ 
ary  research  relating  to  alcoholism 
and  other  alcohol  problems,  as  author¬ 
ized  by  section  504  of  the  Comprehen¬ 
sive  Alcohol  Abuse  and  Alcoholism 
Prevention,  Treatment,  and  Rehabili¬ 
tation  Act  (42  U.S.C.  4588). 

§  54a.502  Definitions. 

Terms  not  defined  in  this  section 
shall  have  the  same  meaning  as  given 
them  in  §  54a.  102. 

As  used  in  this  subpart: 

“National  Alcohol  Research  Center” 
or  “Center”  means  an  institution  en¬ 
gaged  in  long-term  interdisciplinary 
research  focused  on  a  central  theme 
relating  to  alcoholism  and  other  alco¬ 
hol  problems. 

§  54a.503  Eligibility. 

To  be  eligible  for  a  grant  under  this 
subpart,  an  applicant  must  be: 

(a)  A  public  (except  Federal)  or  non¬ 
profit  private  institution  which  is  or  is 
affiliated  with  an  institution  (such  as 
a  university,  medical  center  or  re¬ 
search  center)  with  the  resources  to 
sustain  a  long-term  research  program; 
and 

(b)  Located  in  a  State,  the  District  of 
Columbia.  Puerto  Rico,  the  Virgin  Is¬ 
lands,  Guam,  American  Samoa,  the 
Trust  Territory  of  the  Pacific  Islands, 
or  the  Northern  Mariana  Islands. 

§  54a.504  Application. 

(a)  Each  institution  desiring  a  grant 
under  this  subpart  shall  submit  an  ap¬ 
plication  in  the  form  and  manner  and 
on  or  before  such  dates  as  the  Secre¬ 
tary  may  from  time  to  time  require.* 
The  application  shall  be  executed  by 
an  individual  authorized  to  act  for  the 
applicant  and  to  assume  on  behalf  of 


*  Grant  applications,  instructions,  and  pro¬ 
gram  guidelines  may  be  obtained  from  the 
Director  of  the  National  Institute  on  Alco¬ 
hol  Abuse  and  Alcoholism,  5600  Fishers 
Lane,  Rockville,  Md.  20857. 
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the  applicant  the  obligations  imposed 
by  the  terms  and  conditions  of  the 
award,  including  the  regulations  of 
this  part. 

(b)  Each  private  institution  which 
does  not  already  have  on  file  with  the 
National  Institute  on  Alcohol  Abuse 
and  Alcoholism  evidence  of  nonprofit 
status  must  submit  with  its  applica¬ 
tion  acceptable  proof  of  its  status. 

(c)  In  addition  to  any  other  perti¬ 
nent  information  that  the  Secretary 
may  require,  each  application  shall  set 
forth  in  detail: 

(1)  The  personnel  facilities,  and 
other  resources  currently  available  to 
the  applicant  with  which  to  initiate 
and  maintain  the  proposed  Center 
program: 

(2)  Any  biomedical,  behavioral,  or 
social  science  research  related  to  alco¬ 
hol  problems  in  which  the  ajiplicant  is 
currently  engaged;  the  sources  of 
funding  for  those  activities:  and  the 
relationship  of  these  activities  to  the 
proposed  Center  program: 

(3)  The  central  theme  of  the  pro¬ 
posed  interdtsciplinary  research  pro¬ 
gram: 

(4)  A  detailed  5-year  plan  for  the 
proposed  Center  program  wliich  iden¬ 
tifies  the  principal  areas  of  proposed 
research,  the  relationship  of  each  area 
of  proposed  research  to  the  central 
tlieme  of  the  proposed  Center  pro¬ 
gram.  the  disciplines  to  be  involved, 
and  plans  for  coordination  among 
them: 

(5)  A  detailed  description  of  each 
separate  research  project  for  which 
funds  are  requested: 

(6)  The  names  and  qualifications  of 
the  Center  director  and  key  staff 
members  who  would  be  responsible  for 
conducting  propo.sed  activities  of  the 
Center; 

(7)  The  opportunities  that  would  be 
available  for  training; 

(8)  The  organizational  structure  of 
the  proposed  Center  and  its  relation¬ 
ship  to  the  organizational  structure  of 
the  applicant; 

(9)  The  proposed  project  period  (not 
to  exceed  5  years):  a  detailed  budget 
and  justification  of  funds  requested 
for  core  support  as  well  as  for  each 
separate  research  project  (not  exceed¬ 
ing  $1,000,000  in  total  in  any  year); 
and  a  list  of  other  anticipated  sources 
of  support  for  all  research  activities  at 
the  applicant  institution,  both 
planned  and  ongoing,  relevant  to  alco¬ 
holism  and  other  alcohol  problems 
(both  those  to  be  incorporated  into 
the  proposed  Center  program  and 
those  outside  the  Center); 

(10)  Proposed  methods  for  monitor¬ 
ing  and  evaluating  individual  research 
activities  and  the  overall  Center  pro¬ 
gram: 

(11)  To  the  extent  not  covered  in  the 
information  submitted  under  the  pre¬ 
ceding  subparagraphs,  the  manner  in 
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which  the  requirements  in  §  54a.505 
will  be  satisfied. 

§  Program  requirementx. 

In  order  to  receive  support  under 
this  subpart,  an  applicant  must: 

(a)  Have  the  experience  or  capability 
to  conduct,  through  biomedical,  be¬ 
havioral,  social,  and  related  disci¬ 
plines,  long-term  research  on  alcohol¬ 
ism  and  other  alcohol  problems  and  to 
coordinate  that  research  among  such 
disciplines; 

(b)  Have  available  to  its  staff,  facili¬ 
ties,  and  other  resources  with  which  to 
carry  o»t  the  objectives  of  the  pro¬ 
posed  program: 

(c)  Have  available  to  it  sufficient  lab¬ 
oratory  facilities  and  reference  serv¬ 
ices  (including  reference  services  that 
will  afford  access  to  scientific  alcohol 
literature): 

(d)  Have  facilities  and  personnel  to 
provide  training  in  the  prevention  and 
treatment  of  alcoholism  and  other  al¬ 
cohol  problems: 

(e)  Have  the  capacity  to  train  pre- 
doctoral  and  postdoctoral  students  for 
careers  in  research  on  alcoholism  and 
other  alcohol  problems: 

(f)  Have  the  capacity  to  conduct 
courses  on  alcohol  problems  and  re¬ 
search  on  alcohol  problems  for  under¬ 
graduate  and  graduate  students  and 
for  medical  and  osteopathic  students 
and  physicians; 

(g)  Provide  assurances  that  the 
Center  will  be  an  identifable  organiza¬ 
tional  unit  of  the  applicant  headed  by 
a  Center  director  resonsible  for  the 
Center  program: 

(h)  Provide  assurances  that  any  sig¬ 
nificant  changes  in  the  Center’s  scien¬ 
tific  activities  or  other  activities  will 
be  made  only  with  the  prior  approval 
of  the  Secretary;  and 

(i)  Establish  a  Program  Advisory 
Committee,  chaired  by  the  Center  di¬ 
rector.  to  review  and  make  recommen¬ 
dations  to  the  Center  director  on  the 
conduct  of  all  activities  of  the  Center. 
The  Committee  shall  be  composed  of 
persons  who  are  not  associated  with 
the  Center  (apart  from  their  member¬ 
ship  on  the  Committee). 

§  Sla-.'SOG  Grant  awards. 

(a)  Within  the  limits  of  funds  availa¬ 
ble,  the  Secretary,  after  taking  into  ac¬ 
count  the  comments  of  an  appropriate 
peer  review  group,  may  award  grants 
to  applicants  with  proposed  programs 
which  have  been  recommended  for  ap¬ 
proval  by  the  council  and  will  in  his 
judgment  best  promote  the  purposes 
of  section  504  of  the  Act,  taking  into 
consideration  among  other  pertinent 
factors; 

(1)  The  scientific  and  technical 
merit  of  the  proposed  program  and  its 
individual  components; 


(2)  The  qualifications  and  experi¬ 
ence  of  the  Center  director  and  other 
key  personnel: 

(3)  The  extent  to  which  the  various 
components  of  the  proposed  research 
program  would  be  coordinated  into  an 
interdiscipiinary  effort  within  the 
Center; 

(4)  The  administrative  and  manage¬ 
rial  capability  of  the  applicant; 

(5)  The  reasonableness  of  the  pro¬ 
posed  budget  in  relation  to  the  pro¬ 
posed  program: 

(6)  The  adequacy  of  proposed  meth¬ 
ods  for  monitoring  and  evaluating  the 
overall  Center  program  and  its  compo¬ 
nents  including  proposed  mechanisms 
for  review  of  the  Center’s  program  by 
its  Program  Advisory  Committee; 

’  (7)  The  potential  of  the  proposed 
Center  to  become  a  significant  region¬ 
al  and  national  research  resource:  and 

(8)  The  degree  to  which  the  applica¬ 
tion  adequately  provides  for  the  re¬ 
quirements  of  §  54a.505. 

(b)  All  grant  awards  shall  be  in  writ¬ 
ing  and  shall  specify  the  project 
period  (not  to  exceed  5  years),  the 
total  recommended  amount  of  funds 
for  the  project  period,  the  approved 
budget  for  the  budget  period,  and  the 
amount  awarded  (not  in  excess  of 
$1,000,000  in  any  year)  for  the  budget 
period. 

(c)  Neither  the  approval  of  any  ap¬ 
plication  nor  any  grant  award  shall 
commit  or  obligate  the  United  States 
in  any  way  to  make  any  additional, 
supplemental,  continuation,  or  other 
award  wdth  respect  to  any  approved 
application  or  portion  thereof. 

(d)  The  amount  of  any  grant  award 
shall  be  determined  by  the  Secretary 
on  the  basis  of  his  estimate  of  the  sum 
necessary  to  pay  all  or  part  of  the  al¬ 
lowable  costs  for  the  budget  period 
covered  by  the  award. 

(e)  An  initial  5-year  project  period 
may  be  extended  by  the  Secretary  for 
additional  periods  not  in  excess  of  5 
years  each,  after  review  of  the  oper¬ 
ations  of  the  grantee  by  an  appropri¬ 
ate  peer  review  group  and  with  the 
Council’s  recommendation  for  approv¬ 
al,  except  that  if  an  additional  period 
of  support  involves  only  the  expendi¬ 
ture  of  funds  previously  awarded,  peer 
review  and  consultation  with  the 
Council  are  not  required. 

§  .')4a.507  Expenditure  of  grant  funds. 

(a)  Any  funds  granted  under  this 
part  shall  be  expended  solely  for  the 
purpose  for  which  the  funds  were 
granted  in  accordance  with  the  ap¬ 
proved  application  and  budget,  the 
regulations  on  this  part,  the  terms  and 
conditions  of  the  award,  and  the  appli¬ 
cable  cost  principles  prescribed  by  sub¬ 
part  Q  of  45  CFR  part  74,  except  that 
those  funds  may  not  be  expended  for 
trainee  stipends,  fees,  or  other  ex¬ 
penses  directly  relating  to  training  or 
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for  the  purchase  or  rental  of  any  land 
or  the  rental,  purchase,  construction, 
preservation,  or  repair  of  any  building. 
For  purposes  of  this  paragraph,  con¬ 
struction  means  the  construction  of 
new  buildings,  and  the  expansion,  re¬ 
modeling.  and  alteration  of  existing 
buildings,  including  architects’  fees, 
but  not  including  the  cost  of  acquisi¬ 
tion  of  land  or  off-site  improvements, 
and  equipping  new  buildings  and  exist¬ 
ing  buildings,  whether  or  not  expand¬ 
ed,  remodeled,  or  altered.*’ 

(b)  Any  unobligated  grant  funds  re¬ 
maining  in  the  grant  account  at  the 
close  of  a  budget  period  may,  with  the 
prior  approval  of  the  Secretary,  be 
carried  forward  and  remain  available 
for  obligation  during  the  remainder  of 
the  project  period  and  any  extensions 
thereof  (approved  in  accordance  with 
§54a.506(e)  of  this  part),  subject  to 
any  limitations  prescribed  by  the  Sec¬ 
retary.  The  amount  of  any  subsequent 
award  will  take  into  consideration  un¬ 
obligated  grant  funds  remaining  in  the 
grant  account.  At  the  end  of  the  final 
project  period  any  unobligated  grant 
funds  remaining  in  the  grant  account 
must  be  refunded  to  the  Federal  Gov¬ 
ernment. 


§  54a.508  Human  subjects. 

Attention  is  called  to  the  require¬ 
ments  of  45  CFR  part  46  pertaining  to 
the  protection  of  human  subjects. 

§  54a.509  Animal  welfare. 

Attention  is  called  to  the  require¬ 
ments  of  chapter  PHS  1-43  of  the  De¬ 
partment  of  Health.  Education,  and 
Welfare  Grants  Administration 
Manual  pertaining  to  animal  welfare. 

§  54a.510  Additional  conditions. 

The  Secretary  may  w’ith  respect  to 
any  grant  award  impose  additional 
conditions  prior  to  or  at  the  time  of 
any  award  when  in  his  judgment  those 
conditions  are  necessary  to  assure  or 
protect  advancement  of  the  approved 
program,  the  interest  of  public  health 
or  the  conservation  of  grant  funds. 

[FR  Doc.  79-8885  Filed  3-22-79;  8:15  am] 


’Section  504(b)  of  the  Act  provides  that 
for  the  purposes  of  that  paragraph  the  term 
“construction”  shall  have  the  meaning 
given  to  it  by  section  702(2)  of  the  Public 
Health  Service  Act  (42  U.S.C.  292a).  The 
above  definition  incorporates  the  language 
of  section  702(2)  in  effect  on  July  26,  1976. 
the  date  of  the  enactment  of  section  504  by 
Pub.  L.  94-371. 
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